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Art Unit: 1723 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1,3-6 and 8-10 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Kotitschke patent 4,900,720. 

For independent claims 1 & 6, Kotitschke discloses a pharmaceutical grade 
solution (see plasma exchange medium beginning at Abstract and text beginning at 
column 3, line 52 concerning the formulation being in solution) that is formulated to treat 
many toxic diseases [as with instant claims 5 and 10] (column 1 lines 37-45, etc.), and 
contains albumin (up to 35-50 g/l or more), inflammatory mediators (igG, igA) and other 
receptor molecules (column 3, lines 35-52). The albumin and other constituents in the 
replacement fluid medium are rendered sterilized or "clean", as claimed, by 
ultrafiltration, exposure to a propriolactone sterilizing substance and exposure to 
ultraviolet (UV) radiation (column 3, lines 45-51 and several sections of text of column 6, 
lines 32-66). The albumin and other constitutents also have binding sites operable to 
attract inflammatory mediators from tissue of the patient. The disclosed solution also 
contains a balanced amount of salts and other electrolytes (column 6. lines 60-64 and 
Table concerning "Electrolytes" on column 7). The plasma containing the albumin and 
other receptor molecules is considered the claimed "carrier medium". 

On further evaluation and review, recitation of the fluid as being for replacement 
of fluid and constituents having been removed from blood during hemofiltration, as well 



Application/Control Number: 10/796,882 Page 3 

Art Unit: 1723 

as characteristics of the hemofiltration are not considered as limiting the claimed 
composition. Such recitations are now considered as merely describing intended use 
and purpose of the composition. Any filtration that occurs to fluid from a patient is 
materially unrelated to and independent of preparation of or constituents of the plasma 
replacement fluid itself, that may optionally be used in treatment of such patient. 
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For claims 3,4,8 and 9, the concentration of albumin may fall within the claimed 
concentration range of between about 0.5 g/100 ml (5g/l) to 20 g/ml (200g/l), (see 
Kotitschke at column 3, line 38, and Tables at columns 7 & 8 and also Hoffman at 
column 21, line 14). 

For claims 5 and 10, Kotitschke includes replacement receptor and inflammatory 
mediator molecules (see column 3, lines 29-47 concerning igG, igA, igM and 
macroglobulin). 



The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 
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were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 
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Claim 1 1 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kotitschke patent 4,900,720 in view of Antwiler patent 4,968,432. 

Claim 1 1 differs from Kotitschke in requiring the fluid to be contained in a 
reservoir having at least one port operable to communicate the fluid from the reservoir. 

Antwiler teaches source or reservoir having plasma colloid replacement fluid 64, 
coupling/port to flow lines 66,68,71 to connect flow of the fluid with an extracorporeal 
blood plasma purification circuit 29,56,20. It would have been obvious to one of 
ordinary skill in the art to have utilized the fluid of Kotitschke et al in a kit having a 
resen/oir and outlet port, as taught by Antwiler, in order to enable storing of adequate 
amounts of fluid to maintain the health and safety of the patient during surgical and 
other medical procedures when relatively large amounts of replacement fluid are 
required to replace fluid and components lost during the procedures. 

Applicant's arguments filed on February 09, 2007 have been fully considered but 
they are not persuasive. 

With respect to claims 1 ,3-6 and 8-10, it is argued that Kotitschke has a 
composition appropriate for use with a plasmapheresis system rather than with a 
conventional extracorporeal blood circuit. However, since these are composition claims, 
the type of system with which the composition is utilized is immaterial. 

It is further argued that since Kotitschke utilizes a composition that contains 
immunoglobulins, as essential, it cannot be combined with any reference that discloses 
removal of immunoglobulins. It is submitted that the instant claims neither preclude 
presence of immunoglobulins or their absence in the claimed fluid composition. 
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With respect to claim 1 1 Jt is argued that Antiwiler does not disclose any fluid 
"kit". It is submitted that although the terminology "kit" is not specifically denoted by the 
reference, the commonly understood meaning of "kit" is any assembled set of parts or 
materials. The system of Antwiler contains a plurality of parts and materials. 

It is argued that the replacement fluid of Kotitschke et al is for different functions 
than that of applicant's pertaining to "rapid restoration of a protein profile" and more 
permanent patient infusion rather than the specific goal of removal of toxins and not 
administered with the purpose of later removal of molecules loaded with toxins during 
the same treatment. Additional differences in purpose and function are pointed out 
including removal of red or white blood cells from a patient, and relative amount of blood 
coagulation factors present While none of such differences in purpose or function are 
disputed, it is submitted that the argued claims are composition claims, rather than 
method, process, or system claims, hence are independent of medical or surgical 
procedures concerning any patient that may be a recipient of such composition. 

It is argued that in Kotitschke et al, plasmapheresis is conducted which is a 
radically different method than a treatment process that does not remove significant 
amounts of immunolglobulins and other large molecules. Again, the manner of treating 
fluids from a patient are quite independent of ingredients of any composition that may 
be used in the treatment of any patient regardless of whether or how such patient's 
blood or plasma has been treated or will be treated after receiving the plasma 
replacement composition. 
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Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Joseph Drodge at telephone number 
571-272-1 140. The examiner can nomrially be reached on Monday-Friday from 



8:30 AM to 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Steve Griffin, can reached at 571-272-1 189. The fax 
phone number for the examining group where this application is assigned is 
571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either private PAIR or Public 
PAIR, and through Private PAIR only for unpublished applications. For more 
information about the PAIR system, see httD://Dair-direct.usDto.aov . Should you 
have any questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
JWD 
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